National Institutes of Health
Recombinant DNA Advisory Committee (RAC)
Building 31, Conference Room 10
Bethesda, Maryland
Final Agenda’

June 14, 1999
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Call to Order and Opening Remarks/Mickelson ........ . HiL -9 1
Tab 2065 Notice of Meeting, 5/28/99 (64 FR 29051) (Page 186)

Ltr to IBC Chairs/WG on Gene Transfer Vector Containment (Page 187)
Minutes of the March 11-12, 1999, Meeting .......ccivvrnnrcsonrssosnsrsssansssass 9:05 a.m.
Reviewers: Markert, King
Tab 2066 March 11-12, 1999 Minutes (Page 190)
Data Management/Greenblatt ................000u0ts Crrerretaretrreerrrrrrtaas 9:10 a.m.
Tab 2061 Protocol List (Page 5)

Amendments & Updates (Page 51)

Safety Reports & Adverse Events (Page 58)
Tab 2067 Protocols Not Requiring Full RAC Discussion (Page 227)
Vector Gonadal Distribution/FDA Revised Policies & Draft Language...........c...v.. 9:30 a.m.
Presentation: Food and Drug Administration

Biodistribution of Gene Therapy Vectors for Phase 1 Clinical Trials
—Anne Pilaro, CBER/FDA

Biodistribution Risks—Consent Form Implications
—Dwaine Rieves, CBER/FDA

Tab 2062 FDA's Request for Presentation (Page 61)
Tab 2069 Background Information on Gonadal Distribution
—Article from University Science (Page 358)
-Editorial from Nature Genetics (Page 359)
(BreaK. s ooevsrsnersssassrrrsesnnsssssssseescens Crerrerrrraseaas 10:30-10:45 a.m.)

Discussion on Future Proposed Actions to the NIH Guidelines based on the
Gene Therapy Policy Conference (GTPC) on Prenatal Gene Transfer ........ chsanans 10:45 a.m.
WG Chairs: Markert, Mclvor, King, Macklin

Tab 2070A GTPC Executive Summary (Page 361)
Working Group Reports (Page 365)
LT T T 12:15-1:30 p.m.)

'All times on this agenda are estimates. The actual time for consideration of an item may be earlier or later than
indicated.
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VL Human Gene Transfer Protocol #9904-304 entitled: Pediatric Phase I Study of

AdV/RSV-TK Followed by Ganciclovir for Retinoblastoma ............co0r0eeeererses . 1:30 p.m.
Investigator: Richard Hurwitz, Baylor College of Medicine, Houston
Reviewers: Breakefield, Chow, Levi-Pearl
Ad Hocs: Thaddeus Dryja, Massachusetts Eye & Ear Infirmary
Pedro Lowenstein, University of Manchester, United Kingdom
Tab 2063 ORDA Summary {Page 63)
RAC Members Recommendation {Page 66)
ORDA Letter to PI on RAC Public Review (Page 71)
Breakefield Review (Page 72)
Chow Review (Page 75)
Protocol (Page 77)
Tab 2068 Dryja Review (Page 347)
Hurwitz Response (Page 349)
Tab 2070C Lowenstein Review (Page 380)
VII.  Proposed Definition of Recombinant DNA for Human Subjects Research/Mickelson ..... 3:00 p.m.
Tab 2070B FDA’s Working Definition (Page 378)
VIII.L Other RACISSUES . ..uuritnesersnnssnsnnissnossntssesstnsrnssssntnssssnensssns 4:45 p.m.
IX. Chair’s Closing Remarks/Mickelson ....................... hrtecererarrreearnnray 4:50 p.m.
X. Future Meeting Dates, Announcements/Mickelson ........... Cersesanarares P 4:55 p.m.
Tab 2064 RAC/Sept. 2-3, 1999, NIH, 31C, CR10 (Page 181)
XL Adjournment/MicKelsom ... ..cciieiiiiirnrrrarrnessrsrssnsssrransasrsrsssaraas 5:00 p.m,
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Visit the ORDA Web site ai:
http://www.nih.gov/od/orda/

For current information on Guidelines, Protocols, Principal Investigators, Meetings, and

information about upcoming Gene Therapy Policy Conferences
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